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This report is the international preliminary examination report, established by this International Preliminary Examining 
Authority under Article 35 and transmitted to the applicant according to Article 36. 

This REPORT consists of a total of 6 sheets, including this cover sheet. 

This report is also accompanied by ANNEXES, comprising: 

a. □ sent to the applicant and to the International Bureau) a total of sheets, as follows: 

□ sheets of the description, claims and/or drawings which have been amended and are the basis of this report 
and/or sheets containing rectifications authorized by this Authority (see Rule 70.16 and Section 607 of the 
Administrative Instructions). 

□ sheets which supersede earlier sheets, but which this Authority considers contain an amendment that goes 
beyond the disclosure in the international application as filed, as indicated in item 4 of Box No. I and the 
Supplemental Box. 

b. □ (sent to the International Bureau only) a total of (indicate type and number of electronic carrier(s)) , containing a 

sequence listing and/or tables related thereto, in computer readable form only, as indicated in the Supplemental 
Box Relating to Sequence Listing (see Section 802 of the Administrative Instructions). 



4. This report contains indications relating to the following items: 
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Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 
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Box No. I Basis of the report 



1 • ss as sasaraLffuSastt ss? on ,ne ,n,erna,ional app " ca,ion *"*•'-»»••* «*h « w as 

□ international search (under Rules 12.3 and 23.1(b)) 

□ publication of the international application (under Rule 12.4) 

□ international preliminary examination (under Rules 55.2 and/or 55.3) 

2 ' l^KrJ? Xh t w e , m f^ tS * ° f the in ^ rnational application, this report is based on (replacement sheets which 
have been furnished to the receiving Office in response to an invitation under Article 14a^rBtemdto^m^ 
report as "originally filed" and are not annexed to this report): referred to in this 

Description, Pages 

1 " 18 as originally filed 

Claims, Numbers 

1-1 6 as originally filed 

Drawings, Sheets 

1y2 " 2/2 as originally filed 



□ 



a sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing 



3. □ The amendments have resulted in the cancellation of: 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheetsyfigs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

4 " Sh S h^ P n°m^ b?Gn e + ? tabl I ! shec, u as if < some of ) the amendments annexed to this report and listed below 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheets/figs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

* If item 4 applies, some or all of these sheets may be marked "superseded. » 
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Box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

1. Statement 

Novelty (N) Yes: Claims 3, 4, 6-9, 1 1 

No: Claims 1,2,5,10,12-16 

Inventive step (IS) Yes: Claims 

No: Claims 3, 4, 6-9, 1 1 

Industrial applicability (IA) Yes: Claims 1-16 

No: Claims 

2. Citations and explanations (Rule 70.7): 
see separate sheet 
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V a R pX 0 ab!,t Statement RU ' e 66-2 ^ ""^ t0 n ° Velty ' inV8ntiVe Ste P or industrial 



1) Clarity 
1.1) 



In clam 1 formula 1 refers to the remains R1 , R2, R3. Additionally claim 1 explains R4 beinc fCH ) 
wherem n ,s between 1 and 6. This R4 cannot be found in the formula 1 . The same applies ?o me 
present description on page 4, second paragraph. This discrepancy between the formula and he 
corresponding reference in claim 1/present description causes a lack of clarity n Zstaves the 
exact mean.ng and scope of protection unclear (Article 6 PCT). 

1 .2) The term "non-detergent sulphobetaine" - in particular the property of beinq "non-deferent" Mnn t k 
considered dear and precise, since this is not a common scientific, wet know 
an objection of Canty ,s raised for the subject-matter of Cairns 1 /(2-1 6 in part) according to A^le 6 



1.3) 



Claim 13 is construed as if it was a second medical use claim. However the comolaintc or di^^ 



2) Documents 

^rsr;^; 03 ' are referred ,o in ,his ~«°* - - be a dhered 



D2 

D3: 



D1 : US 5 500 41 6 A (MIYAZAWA ET AL) 1 9 March 1 996 (1 996-03-1 9) 

' - WO 97/25404 A (THE PROCTER &; GAMBLE COMPANY" ROMANO NICOL ETTA- tram. 
MARINA; MINERV) 17 July 1997 (1997-07-17) HOMANO, NICOLETTA, TRANI, 

*Zi%l 2550 A (ASTRA AKTIEB °LAG; CARLSSON, HANS; LARSSON ANETTE" 
SOEDERLIND, ERIK) 21 October 1 999 (1 999-1 0-21 ) AlNfcTTE, 

Unless otherwise specified, reference is made to the respective cited oassaoes in m ^ ^ 
International Search Report, Form PCT/ISA/21 0). passages ,n D1 -D3 (see the 

3) Novelty - Article 33 (1 ) and (2) PCT 

3.1 ) D- 1 discloses a dermatological preparation containing a dermatological base, a drug (organic 

molecules) and a percutaneous absorption promoting agent which in itself comprise afa least one 

anionic Z/ T^ "J * ^ ^ a nftro ° Bn atom in the motouS^ ™ 

an,on c and cat.on.c surfactants where sulphobetaine is proposed. Sulphobetaine is explicitly used as 
percutaneous absorption promoting agent. explicitly used as 

With D2 a disinfecting composition is described which comprises hvdroapn n P mvirio ^ • u- ■ 
asssntiat otl. a surfactant, such as batatas cr sutphobataine" SS£tSS£ZT an " m '° r ° b ' al 
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A vaccine delivery system for SC administration is disclosed with D3, which is based on a protein 
antigen, polymer particles/polymer matrix, buffers and sulphobetaine. 

3.2) In the light of D1 -D3 (see sections V-2, 3.1 ) and under consideration of sections V-1 1 -1 3 the 

subject-matter of claims 1,2,5,10,12-16 is considered not novel according to Article 33 (1 ') and (2) PCT 

^n factT n Th < r re9a : ded 33 f ° CUSSin9 ° n 3 kn ° Wn P roduct which is " a form in wh ch Ms 
.n fact a so surtable for the stated use. Though never been described for that use, document^ D3 

deprive the subject-matter of claims 14-16 of novelty (PCT .nternational Search and Pre'minany 
Examination Guidelines. March 25th, 2004. Page 41 , Chapter 5.21 ). rre.im.nary 

3 ' 3) beTove^ ° f V- 1 ' 1 3 - S » h >*«-™^ of «**■» 3, 4, 6-9, 1 1 appears to 

oe novel (Article 33 (1), (2) PCT), since its corresponding content is not disclosed by D1-D3. 

4) Inventive Step - Article 33 (1 ) and (3) PCT 

4.1 ) The problem posed in the present application was the development of stabilised pharmaceutical 
compositions, in particular such based on proteins. pnarmaceutical 

^^Z~ 9 10 ^ APP ' iCant ^ 9 tica. excipient comprising the active principle 

D£ (which is regarded closest prior art discloses a vaccine delivery system for SC administration which 
,s based on a protein antigen, polymer particles/polymer matrix and sulphobetaine ' 

D3 does not disclose the use of granulocyte-colony stimulating factor, of those agents listed in 

;Si sulphobto derivatives 9iven in c,aim e - 03 does not use ^i: as bU f fer , 

It appears to be obvious to a person skilled in the art to derive the use of sulphobetaine derivatives or 

Z^~^:j^: c — iecu,es for * — — - xzzzz 

Unexpected or surprising effects do not seem to be connected with the use of further sulphobetaine 

t:r^oZ:^z 2: is no evidence in current ~ that ^ b :itz: 

4.2) Therefore .under provision of V-1. 1-1 .3, the subject-matter of claims 3, 4, 6-9 11 is obvious to a 

d P o e e S s°not me'tr 6 "** * ^ teKtb °° k knwW » B - Thus the * f °™ - ^sTbjec^matter 
invenrl reqU ' rements of Article 33 and (3) PCT in that extent that it cannot be cohered 

5) Further remarks 

The Applicant's attention is drawn to the fact that the application must not be altered thus that its 
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subject-matter might exceed the contents of the application originally filed (Article 41 (2) PCT). 
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